UNITED STATES ENVIRONMENTAL PROTECTION AGENCY .
caTE: September 11, 1980 - :
000031

SUBJECT: £pp Repistration No. 4B16-549 ROADH & ANT SPRAY
caswell ¢ 502

FROM: Cheryl Ann Peterson :

IRB/TSS : B
T mr. Jey Ellenberger
Proouct Manager (12)

Registrant: Fairfielo American Corporation
3932 Salt loao ,
Meoina, NY 14103

- active Ingrecients:

B&yQOﬂ Iz*(l‘mmylemxy)ml mthylcarbmte] . c eesssase lx
Petmlem Distill&te.........o.u.................84“

Imtt !ngreoients‘“..'C‘.........'..Q‘....‘...Ql....‘.‘..lsx

Background:

This previously. repistered (last accepted label 10-19—79)1 is intended for
householo use sgainst rosches, ants, ticks, fleas, etc, The company is
submitting eocitional cate in support of conditional registration in the
form of acute cermal, primary eye irritation, acute oral, ascute
inhalation and primary cermal irritation studies.

Recommendations:

1. The appropriate signal woro is WARNING, as indicated by the eye Y
{rritation study. Therefore, it is suggested that, at the next_label
reprinting, the revisions indicated below be incorporated. A

- 2. The acute inhalation data has been classifed Core Supplementary Data
(see inoivicual test review for verification). ‘

2y

3. The acute oral, acute dermal, primary eye irritation and skin
irritation studies are acceptable. v o

Labeling:
1. The apprdpriate sigﬁal woid is WARNING, as incicated by the eye

irritation test. :

£PA CORM 13206 (RFV 376}
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Z. Tnere sruoulo‘vbe sonething similsr to the tollowing unoer the
SUDheaCing hALNKDS TO HUMANS & DIMESTIC ANIMALS: :

WARNING: Csuses eye irritation. Do ot cet in eyes, on skin or on
clcthing. Harmful it swalloweo. Avoic bresthang spray mist and
provice scequate ventilation of area being treatec. Wash thoroughly
after using. Avcic contandration of fooo, utensils enc foo0

greparation sress.

STRTEMENT OF PRACTICAL TREATMENT:

if in eyes: Flush with plenty of water. Get mecical sttention.
If Sutlloweo: Drink glsss of water. Do NUT incuce vomiting, get medical
stiention. : .

tote to Pnysician: This proouct contains & cholinesterase inhibitor.
Snoulc signs of cholinestersse innibition appesr, atropine sulfate is

entiootsl.

Review:

Tre following stucies were berformea by msnopblitan Safety Evaluation
(CSE), Inc., 76 Fourth Street, Somerville, N.J. 08876 on materisl
joentifiec as Eaygon 1% Roech ano Ant Spray for Fairfielo American

Corporation. Thiy uxee LS by EYA DR b-11-8C, &nd e ia Acc.hs, 4RI,

1. kcute Cermel LDsp - Rabbit. Osteo: §-11-80

_Proceovte: SM, SF albinp NZ rsbbits received 24-hour, occluded exposure

1o 2.0 o/kg test material on sbraceo skin. There was 8 l4-cay
observation perico, with survivor sscrifice anu necropsy.

Results: LDsp2.0 g/kg. 1 Male olec on Day 1 (no explanation given).
$71C enimals showes minor ecema and erythema through Day 3 with clearing
by Day 7. 1 M gaineo weight ouring the observation period, while the
rest of the aninals lost weight.

~ Stuov Ciassification: Core Guiceline Data ‘

fFroouct Clessification: Tox. Cat. 1IX
2. Frimsry Eye Irritation - Rabbit. Dated: May 22, 1580

" Prececures 9 NZ albino rebbits received 0.1 ml test naterisl. 3/9
sninzls heo eyes washeo starting 20 sec. after instillation with water
for one minute. Observations were msce at 24, 48, 72 hours ana Days 4

ang 7.

Resulté: 276 unwashed eyes showed minor corneal opacity at 48 hours with

3
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clearing in 176 by 72 hours ano 1/6 by & days. 2/3 washed eyes showed
minor corneal opacity &t 24 hours with clearing by 48 hours.

Stuoy Classificstion: Core Guiceline Data.

Proouct Clessificetion: Tox. cat. II.

3. Acute Oral LDsg - Rat. Dated: May 22, 1960.

Procecure: 3x#saeloino Tats (unspecifiec strain) orally received 2.5,
3.2, 5.6 g/kg. 3ol received 3.8 and 4.0 g/kg.Sxpisrreceived 1.3, 1.6,
2.0, 2.5 & 3.1 g/kg. There was @ l4-osy observation period with
Ssurvitr-sacrifice and necropsy.

Results: LDsp for M=3.75 g/kg (95% conf. 1im, 3,50-4.01). LDsg for
F=5.20 o/kg (95% conf. 1im. 2.01-5.09). 2/5 M dieo Days 2&58t 3.2
g/kg. 3/10 M oieo Days 1, 6 & 7 8t 3.6 g/kg, 1/5 ¥ died Day 1 at 3.8
g/kg ano 6/10 M cieo Days 1-3 at 4.0 g/kg. 1/5 F ciec Day 1 at 1.3 g/kg,
2/5 F oleo Days 1 & 2 at 1.6 ¢/kg, 3/5 F_oled Day 1 at 2.0 g/kg, 2/5F
gieo Day 1 at 2.5 g/kg, 3/5 F oieo Days 1 & 2 at 3.1 g/kg. Cllinical
signs incluoed gtexia, tremors ano hematuria which usually cleared by 24
hrs after oosing. Surviving animals gained weight guring the observation
period. Necropsy showeo yellow contents in stomach and hematuria.

study Classification: Core Minimum Data (Rat strain should be specified).

Product Classificstion: Tox. Cat. 11I.

&. Acute Inhalation LC-50: Rat. Date: May 22, 1980

Proceoure: SM, SF albino rats (unspecified strain) were exposed to @

nominal concentration of greater than 5.0 mg/l for 4 hrs. A raised floor

" supporteo ingivioual wire cages in the plexiglass test chamber which had

a portal on top anc &n exit portal near the bottom of the cage. ARirflow

. was maintaineo by a compressor & pressure regulator. Test srticle issued

from a continuous flow nebulizer. 7.86 mg/l of test article was released durny the
4 hr. 4o eng, ALY was supplied at a measured flow rate and pressure to the

generator. There was a 14-gay observation period with survivor sacrifice

ano necropsy. A control group of 10 animals was also run.

Results: No mortslities. No clinicals signs. Wecropsy revealeo nothing
Unusual. keight gains were similar among test and control animals, all
shoneo net weight gain.

Study Classification: Core Supplementary Data. (Actual chamber
concentration measurements should be taken to determine if chamber
concentration is constant during exposure period.)
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5. Primary Dermal Irritstion - Rabbit. Dateo: May 22, 1980.

. ‘ Procecure: 6 young, albinc ¥Z rabbits received 24-hr, occluded exposure
f To 0.5 mi .of test article appliec at 2 intsct and 2 abraded skin sites.
Observations were mace at 24 hrs and 72 hrs. :

Results: Primary Irritation Sccre is 4.19. 6/6 animals showed minor
eoeta at 24 hrs with clearing in 4/6 by 72 hrs. Erythema was present in
all animals through 72 hrs.

Stuoy Classification: Core Guiceline Data

Procuct Classification: Tox. Cst. III.

P
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